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(d) The ingredient is used in food at 
levels not to exceed 98 percent in 
pressed mints and 5 percent in all other 
hard candy and cough drops as defined 
in § 170.3(n)(25) of this chapter, 31 per-
cent in chewing gum as defined in 
§ 170.3(n)(6) of this chapter, 40 percent 
in soft candy as defined in § 170.3(n)(38) 
of this chapter, 8 percent in confections 
and frostings as defined in § 170.3(n)(9) 
of this chapter, 15 percent in non-
standardized jams and jellies, commer-
cial, as defined in § 170.3(n)(28) of this 
chapter, and at levels less than 2.5 per-
cent in all other foods. 

(e) The label and labeling of food 
whose reasonably foreseeable consump-
tion may result in a daily ingestion of 
20 grams of mannitol shall bear the 
statement ‘‘Excess consumption may 
have a laxative effect’’. 

(f) In accordance with § 180.1, ade-
quate and appropriate feeding studies 
have been undertaken for this sub-
stance. Continued uses of this ingre-
dient are contingent upon timely and 
adequate progress reports of such tests, 
and no indication of increased risk to 
public health during the test period. 

(g) Prior sanctions for this ingredient 
different from the uses established in 
this regulation do not exist or have 
been waived. 

[42 FR 14636, Mar. 15, 1977, as amended at 49 
FR 5610, Feb. 14, 1984; 61 FR 7991, Mar. 1, 1996; 
69 FR 65542, Nov. 15, 2004] 

§ 180.30 Brominated vegetable oil. 
The food additive brominated vege-

table oil may be safely used in accord-
ance with the following prescribed con-
ditions: 

(a) The additive complies with speci-
fications prescribed in the ‘‘Food 
Chemicals Codex,’’ 3d Ed. (1981), pp. 40– 
41, which is incorporated by reference, 
except that free fatty acids (as oleic) 
shall not exceed 2.5 percent and iodine 
value shall not exceed 16. Copies of the 
material incorporated by reference 
may be obtained from the National 
Academy Press, 2101 Constitution Ave. 
NW., Washington, DC 20418, or may be 
examined at the National Archives and 
Records Administration (NARA). For 
information on the availability of this 
material at NARA, call 202–741–6030, or 
go to: http://www.archives.gov/ 
federallregister/ 

codeloflfederallregulations/ 
ibrllocations.html. 

(b) The additive is used on an interim 
basis as a stabilizer for flavoring oils 
used in fruit-flavored beverages, for 
which any applicable standards of iden-
tity do not preclude such use, in an 
amount not to exceed 15 parts per mil-
lion in the finished beverage, pending 
the outcome of additional toxicological 
studies on which periodic reports at 6- 
month intervals are to be furnished 
and final results submitted to the Food 
and Drug Administration promptly 
after completion of the studies. 

[42 FR 14636, Mar. 15, 1977, as amended at 49 
FR 5610, Feb. 14, 1984] 

§ 180.37 Saccharin, ammonium sac-
charin, calcium saccharin, and so-
dium saccharin. 

The food additives saccharin, ammo-
nium saccharin, calcium saccharin, and 
sodium saccharin may be safely used as 
sweetening agents in food in accord-
ance with the following conditions, if 
the substitution for nutritive sweet-
eners is for a valid special dietary pur-
pose and is in accord with current spe-
cial dietary food regulations and poli-
cies or if the use or intended use is for 
an authorized technological purpose 
other than calorie reduction: 

(a) Saccharin is the chemical, 1,2- 
benzisothiazolin-3-one - 1,1 - dioxide 
(C7H5NO3S). The named salts of sac-
charin are produced by the additional 
neutralization of saccharin with the 
proper base to yield the desired salt. 

(b) The food additives meet the speci-
fications of the ‘‘Food Chemicals 
Codex,’’ 3d Ed. (1981), pp. 22, 62, 266–267, 
297–299, which is incorporated by ref-
erence. Copies may be obtained from 
the National Academy Press, 2101 Con-
stitution Ave. NW., Washington, DC 
20418, or may be examined at the Na-
tional Archives and Records Adminis-
tration (NARA). For information on 
the availability of this material at 
NARA, call 202–741–6030, or go to: http:// 
www.archives.gov/federallregister/ 
codeloflfederallregulations/ 
ibrllocations.html. 

(c) Authority for such use shall ex-
pire when the Commissioner receives 
the final reports on the ongoing studies 
in Canada and publishes an order on 
the safety of saccharin and its salts 
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based on those reports and other avail-
able data. 

(d) The additives are used or intended 
for use as a sweetening agent only in 
special dietary foods, as follows: 

(1) In beverages, fruit juice drinks, 
and bases or mixes when prepared for 
consumption in accordance with direc-
tions, in amounts not to exceed 12 mil-
ligrams of the additive, calculated as 
saccharin, per fluid ounce. 

(2) As a sugar substitute for cooking 
or table use, in amounts not to exceed 
20 milligrams of the additive, cal-
culated as saccharin, for each ex-
pressed teaspoonful of sugar sweet-
ening equivalency. 

(3) In processed foods, in amounts not 
to exceed 30 milligrams of the additive, 
calculated as saccharin, per serving of 
designated size. 

(e) The additives are used or intended 
for use only for the following techno-
logical purposes: 

(1) To reduce bulk and enhance fla-
vors in chewable vitamin tablets, 
chewable mineral tablets, or combina-
tions thereof. 

(2) To retain flavor and physical 
properties of chewing gum. 

(3) To enhance flavor of flavor chips 
used in nonstandardized bakery prod-
ucts. 

(f) To assure safe use of the additives, 
in addition to the other information re-
quired by the Act: 

(1) The label of the additive and any 
intermediate mixes of the additive for 
manufacturing purposes shall bear: 

(i) The name of the additive. 
(ii) A statement of the concentration 

of the additive, expressed as saccharin, 
in any intermediate mix. 

(iii) Adequate directions for use to 
provide a final food product that com-
plies with the limitations prescribed in 
paragraphs (d) and (e) of this section. 

(2) The label of any finished food 
product containing the additive shall 
bear: 

(i) The name of the additive. 
(ii) The amount of the additive, cal-

culated as saccharin, as follows: 
(a) For beverages, in milligrams per 

fluid ounce; 
(b) For cooking or table use products, 

in milligrams per dispensing unit; 
(c) For processed foods, in terms of 

the weight or size of a serving which 

shall be that quantity of the food con-
taining 30 milligrams or less of the ad-
ditive. 

(iii) When the additive is used for cal-
orie reduction, such other labeling as is 
required by part 105 or § 100.130 of this 
chapter. 

[42 FR 14636, Mar. 15, 1977, as amended at 49 
FR 5610, Feb. 14, 1984] 

PART 181—PRIOR-SANCTIONED 
FOOD INGREDIENTS 

Subpart A—General Provisions 

Sec. 
181.1 General. 
181.5 Prior sanctions. 

Subpart B—Specific Prior-Sanctioned Food 
Ingredients 

181.22 Certain substances employed in the 
manufacture of food-packaging mate-
rials. 

181.23 Antimycotics. 
181.24 Antioxidants. 
181.25 Driers. 
181.26 Drying oils as components of finished 

resins. 
181.27 Plasticizers. 
181.28 Release agents. 
181.29 Stabilizers. 
181.30 Substances used in the manufacture 

of paper and paperboard products used in 
food packaging. 

181.32 Acrylonitrile copolymers and resins. 
181.33 Sodium nitrate and potassium ni-

trate. 
181.34 Sodium nitrite and potassium nitrite. 

AUTHORITY: 21 U.S.C. 321, 342, 348, 371. 

SOURCE: 42 FR 14638, Mar. 15, 1977, unless 
otherwise noted. 

EDITORIAL NOTE: Nomenclature changes to 
part 181 appear at 61 FR 14482, Apr. 2, 1996, 
and 66 FR 56035, Nov. 6, 2001. 

Subpart A—General Provisions 

§ 181.1 General. 
(a) An ingredient whose use in food 

or food packaging is subject to a prior 
sanction or approval within the mean-
ing of section 201(s)(4) of the Act is ex-
empt from classification as a food addi-
tive. The Commissioner will publish in 
this part all known prior sanctions. 
Any interested person may submit to 
the Commissioner a request for publi-
cation of a prior sanction, supported by 
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